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DETAILED ACTION 
Status of Application 

1 . Acknowledgement is made of applicants' filing of the instant application as a Request 
for Continued Examination (RCE) under 37 CFR 1.1114. Claims 1 and 4-5 are currently pending 
for prosecution on the merits. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

2. Claims 1, 4 and 5 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for treating the restenosis or neointimal formation caused by 
coronary angioplasty, percutaneous transluminal coronary angioplasty (PTCA) or a coronary- 
artery bypass graft (CABG), does not reasonably provide enablement for the term "therapy wall 
injury. . .". The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to practice the invention commensurate in scope with 
these claims. 

The factors to be considered in determining whether a disclosure meets the enablement 
requirement of 35 U.S.C. 1 12, first paragraph, have been described in In re Wands, 8 USPQ2d 
1400 (Fed. Cir. 1988). Among these factors are: (1) the nature of the invention; (2) the state of 
the prior art; (3) the relative skill of those in the art; (4) the predictability or unpredictability of 
the art; (5) the breadth of the claims; (6) the amount of direction or guidance presented; (7) the 
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presence or absence of working examples; and (8) the quantity of experimentation necessary. 
When the above factors are weighed, it is the examiner's position that one skilled in the art could 
not practice the invention without undue experimentation. 

The inventions relate to a method of preventing or treating arterial wall injury which is 
caused by coronary angioplasty or coronary artery bypass graft. The instant specification broadly 
defines the term "arterial wall injury" as "neointimal formation, the restenosis or reocclusion of 
vascular lumens or decrease in elasticity and flexibility" (page 12, lines 3-5). 

The scope of the instantly claimed "arterial wall injury" caused by coronary angioplasty 
or coronary artery bypass graft encompasses not only neointimal formation or restenosis caused 
by PTCA or CABG, but also various other diseases characterized by "decrease in elasticity and 
flexibility" or "reocclusion of vascular lumens" subsequent to coronary angioplasty or coronary 
artery bypass graft, for example hypertension. 

With respect to the scope of enablement for "arterial wall injury" which is caused by 
coronary angioplasty or coronary artery bypass graft, 

The relative skill of those in the art of pharmaceuticals and the unpredictability of the 
pharmacy art is high. The specification does not provide any competent evidence or disclosed 
tests that are highly predictive for the therapeutic utility of the instant compound. 

The specification discloses study showing the efficacy of 3 -methyl- 1-pheny 1-2-pyrazolin- 
5-one (edaravone) in decreasing neointimal formation caused by balloon injury to the abdominal 
aorta or carotid artery of the animal (i.e., rabbits or rat)(Examples). However, there is no 
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demonstrated correlation the tests and results apply to the arterial wall diseases embraced by the 
instant claims, for example hypertension. 

For example, hypertension and restenosis are recognized in the art as totally different 
conditions, and the skill artisan would not have known that the administration of said compound 
having the activity of reducing neointimal formation would provide therapeutic utility in the 
treatment of said "arterial wall injuries" including hypertension, without undue amount of the 
experimentation. 

In view of limited numbers of working examples, the insufficient amount of guidance 
present in the specification, the nature of the invention, the state of art, the breadth of the claim 
and the relative skills of the artisan and the predictability of the pharmaceutical art would take 
"undue painstaking experimentation" to practice the invention commensurate in scope with these 
claims. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

3. Claims 1, 4 and 5 are rejected under 35 U.S.C. 102(e) as being anticipated by Okazaki et 
al. (US 2004/0242455 Al). 
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Okazaki teaches a use of composition comprising 5-amidino-N-(2-aminophenethyl)-2- 
hydroxybenzesulfonamide derivative and free-radical scavengers such as the claimed edaravone 
for the treatment of restenosis and reocculsion after coronary intervention such as percutaneous 
transluminal coronary angioplasty (PTCA) or percutaneous transluminal coronary recanalization 
(PTCR) surgery (para. [0179], [0194], claims 6, 9, 12-13 and 24-25). 

Conclusion 

4. No Claim is allowed. 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Kwon whose telephone number is (571) 272-0581. The 
examiner can normally be reached Tuesday through Friday from 9:00 am to 7:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached on (571) 272-0718. The fax number for this Group is 
(571)273-8300. 

Any inquiry of a general nature of relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications may be obtained from Private PAIR only. For more information about PAIR system, 
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see http://pair-direct.uspto.gov Should you have any questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-2 1 7-91 97 (toll free). 

Brian Kwon 
Primary Patent Examiner 
AU 1614 
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PRIMARY EXAMINER 



